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Status 
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2a)Q This action is FINAL. 2b)H This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 453 O.G 213 
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4) B Claim(s) 16.17.19-22 and M-M is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) EI Claim(s) 16.17.19-22 and is/are rejected. 

7) D Claim(s) is/are objected to. 
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DETAILED ACTION 
Election/Restrictions 

The restriction requirement has been withdrawn based on Applicant's argument. Claims 
16-17, 19-22, 30-34 are pending and under consideration. 

Claim Rejections - 35 (JSC §112 first paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 16-17, 19-22, 30-34 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. The claims are 
drawn to A method of screening for a bioactive agent that modulates IgE production, said 
method comprising: a) contacting a candidate bioactive agent and a cell expressing IgE, wherein 
said cell comprises an IgE fusion protein comprising: i) an E heavy chain; and ii) a fluorescent 
protein; and b) determining the amount of IgE produced in said cell; wherein a change in the 
amount of IgE as compared to the amount produced in the absence of said candidate agent 
indicates that said agent modulates IgE production. There are several problems with the claims 
as written such that the skilled artisan would not be able to practice the claimed method. First, 
the claims require the presence of an IgE fusion protein in the cell, yet the method is directed to 
identifying an agent that modulates IgE production. Since the IgE is already present it is not 
clear how the skilled artisan could then measure the effect on IgE production upon the addition 
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of the agent. Secondly, it is not clear to one of skill in the art whether the cell expresses IgE 
endogenously or whether the only IgE present is that which is in the fusion protein. As such, the 
skilled artisan is not able to practice the method because the method does not set forth whether to 
measure fluorescence of the fusion protein, or the amount of the endogenously produced IgE. If 
the method is to measure endogenously produced IgE, the role of the fusion protein in the 
method is not apparent. If the method is to measure the effect of a bioactive agent on the IL-4 
inducible promoter, the claims do not require the presence of a nucleic acid comprising this 
promoter that encodes a fusion protein comprising the epsilon heavy chain and a fluorescent 
protein. Perhaps the method is meant to be directed to the measurement of the effect of a 
compound on the half-life of the fusion protein, but there is no step whereby the protein is 
measured over time. Since the claims are directed to methods of screening for bioactive agents 
which modulate IgE production, and since the steps set forth do not enable the skilled artisan to 
practice such a method, the claims as written are not enabled. 

Claim Rejections - 35 USC § 112 second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 16-17, 19-22, 30-34 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 16 is vague and indefinite in that it is not clear whether the cell expresses IgE 
endogenously, or whether the IgE fusion protein itself meets the limitation that the cell expresses 
IgE. Furthermore, as set forth supra, it is not clear how the method would detect an effect on 
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IgE production, since the production of IgE is not necessarily dependent on the presence of the 
fusion protein, and further, the fusion protein is not, e.g encoded buy a nucleic acid comprising 
an inducible promoter. Furthermore, the method does not set forth that the IgE produced is 
determined by measuring the fluorescent protein, only by measuring IgE, thus the presence of the 
fusion protein would seem to have no role in the method as written. If the method is meant to be 
directed to the measurement of the effect of a compound on the half-life of the fusion protein, 
there is no step whereby the protein is measured over time. Claims 17, 19-22, 30-34 are vague 
and indefinite insofar as they depend on claim 16. 

Prior Art 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

U.S. Patent No. 5,219,752 (Takazawa et al.). 
U.S. Patent No. 5,733,73 1 (Schatz et al.) 
U.S. Patent No. 5,804,387 (Cormack et al.) 
U.S. Patent No. 5,834,266 (Crabtree et al.) 
U.S. Patent No. 5,958,707 (de Vries et al.) 



Mikita T et al. Requirements for interleukin-4-induced gene expression and functional 
characterization of Stat6. Mol Cell Biol. 1996 Oct;16(10):581 1-20 

Persons DA et al. Retroviral-mediated transfer of the green fluorescent protein gene into murine 
hematopoietic cells facilitates scoring and selection of transduced progenitors in vitro and 
identification of genetically modified cells in vivo. 
Blood. 1997 Sep 1; 90(5): 1777-86. 
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Conclusion 

No claim is allowed. 

Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph F. Murphy whose telephone number is 703-305-7245. 
The examiner can normally be reached on M-F 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler can be reached on 703-308-6564. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-308-0294 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 




Joseph F. Murphy, Ph. D. 
Patent Examiner 
Art Unit 1646 
January 21, 2004 



